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DETAILED ACTION 

1 . According to a preliminary amendment filed on May 25, 2005, the applicants have 
canceled claims 1-30 and furthennore, have added new claims 31-60. 

2. Claims 31-60 are now pending in the application. 

Claim Rejections • 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 53-60 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treating amnesia, does not reasonably provide 
enablement for treating or alleviating condition selected from deficiencies of memory 
associated with cerebral aging and neurodegenerative diseases. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. The 
following eight different factors (see Ex parte Foreman, 230 USPQ at 547; Wands, In re, 
858.F. 2d 731 , 8 USPQ 2d 1400, Fed. Cir. 1988) must be considered in order for the 
specification to be enabling for what is being claimed: 

Quantity of experimentation necessary, the amount of direction or guidance provided, 
presence or absence of working examples, the nature of the invention, the state of the 
prior art, the relative skill of those in the art, the predictability or unpredictability and the 
breadth of claims. In the instant case, the specification is not enabling based on atleast 
four of the above mentioned eight different factors such as quantity of experimentation 
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necessary, the amount of direction or guidance provided, the state of the prior art, 
presence of working examples and the breadth of claims. 

The instant specification demonstrates the anti-amnesic effect of instant compounds in 
Moris water maze test in the mouse as shown in example B on page 1 9 as well as 
mnemocognitive effects as shown in examples C and D on pages 20-21. Based on 
these teachings, the instant compounds will have utility in treating amnesia. There is no 
teaching either in the specification or prior art references provided showing deficiency of 
memory in cerebral aging and every known neurodegenerative disease such as 
Parkinson's disease. Pick's disease, Korsakoff's disease etc. and furthermore, there is 
no teaching that Morris water maze test. Social recognition test and object recognition 
test are well known tests for evaluating efficacy of new compounds for treating memory 
loss in cerebral aging and every known neurodegenerative disease. There is no 
guidance or direction provided how the instant compounds having anti-amnesic effect in 
an animal model will have therapeutic utility for treating or alleviating deficiencies of 
memory associated wit cerebral aging and all known neurodegenerative diseases. 
There are no working examples present showing efficacy of instant compounds in 
known animal models of memory loss of cerebral aging and every known 
neurodegenerative disease.The instant compounds of formula (I) encompasses 
hundreds of thousands of compounds based on the values of variables R1-R6, R5', R4', 
Y and X and therefore, in absence of such teachings, guidance and presence of 
working examples, it would require undue experimentation to demonstrate the efficacy 
of instant compounds in known animal models of memory loss of cerebral aging and 
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every known neurodegenerative disease and hence their utility of treating these 
conditions. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 53-55, 57 and 60 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being Indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claims 53-55 and 60, the applicants mention about five or six specific diseases which 
are neurodegenerative diseases. Are these proffered embodiments? What are the 
other neurodegenerative diseases besides these five or six disease conditions? 
In claims 53 and 55, the temi ---alleviating — is indefinite since the degree of 
alleviation ( 20%, 40%, 60%, 80% or 100% ) is not defined and furthermore, it is not 
clear how this alleviation is being assessed following in vivo administration of the instant 
compounds? 

A broad range or limitation together with a nan-ow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting 
claim does not clearly set forth the metes and bounds of the patent protection desired. 
See MPEP § 2173.05(c). Note the explanation given by the Board of Patent Appeals 
and Interferences in Ex parte Wu. 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), 
as to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
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remainder of the claim, and tlierefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 
(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claims 53 and 55 recite the broad 
recitation living animal body, and the claims also recite a human which is the narrower 
statement of the range/limitation. 

In claims 55, 57 and 60, the term -sinomenine compound — is vague and indefinite 
since its meaning is not clear. Is it different from sinomenine? 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, niore than one year prior to the date of application for patent in the United 
States. 

7. Claims 31-33, 36, 38-41, 44 and 52 are rejected under 35 U.S.C. 102(b) as being 
anticipated by lijima ( J. Med. Chem., cited on applicant's fomi 1449 ). 

lijima discloses synthesis and antinociceptive activity of 7-methoxycodeine. The 
compounds 1 , 2 and 3 ( see scheme 1 on page 1321 ) disclosed by lijima anticipate the 
instant claims when R2 represents H, both R3 and R4 and R5 and R6 together fomri oxo 
or one of them represents an oxo group and either R3 or R6 represents an alkoxy group 
in the instant compounds of fomnula (I). 

Aliowable Subject Matter 

8. Claims 34, 35, 37, 42, 43 and 45-51 are objected to as being dependent upon a 
rejected base claim, but would be allowable if rewritten in independent form including all 
of the limitations of the base claim and any intervening claims. 



Application/Control Number: 1 0/536,61 3 Page 6 

Art Unit: 1625 

9. Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Charanjit S. Aulakh whose telephone number is 
(571)272-0678. The examiner can normally be reached on Monday through Friday, 
8:30 A.M. to 5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on (571)272-0562. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Infomnation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnation for unpublished applications is available through Private PAIR only. 
For more infomnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

c::r-s- f^il&i^ 

Charanjit S. Aulakh 
Primary Examiner 
Art Unit 1625 



